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May 27, J.994

The HonorableDavid A. Kessler,M.D.
Commhs i.oner
Food ,andDrug AdrIIinistration
5600 FishersLane
Rockville,Marylmd 20857 “

Dear Dr. Kessler:

me rood andDsug Ju3miniEtrationrecentlypublisheda
~ropoaedrule on the Weecriphion IWug MarketingAct of 3.987and
the amendmentsto this Eta’cuteenacted in 1992 (!59i?ed.Reg.
11842, March 14, 1994). That praposed rule covers certain
requiremants,regardingthe definitionof wholeealedrug
distribute% and health care entities.

There are sme instanceewhere communityblood centers : :?
f!unctionas full-mrviee blood centers,pzuviding therapeutic $
aphemsia, therapeutic phlebotomies, and diagnostic! blc)odE@Bts ‘$
for NIV and He~ati.ki.a, as well as providing care for hemophilia.
Where these $?U1l-uervice communityblood centers are diskributoro
of.bloodpxoductu, they have presumablycomplied with XT-ML .
regulations by rogisterkq with their respectiveState$ aEI
wholeoalem. ..

l?eve~fzhel~cs,k tha FDAfSJrecent Federal R@gister notice,
propoeedaeczion 203.3(rd atatesftbt:...

n b person cannot simultaneouslybe a ‘healthc~@ ~~itY’
and a fietailpharmacy cm wholesaledistributor.”

This wggeet~ khat fl]ll-sewice blood cenkem that provide
legitimatehealth ca~e, and that have registeredwith their
respective @take aB a wholesaler,would be prohibitedfrom either
providingblosd cornpcmentsor plasma derivatives as Part o~~~r
~emrice,or pxovidinghealth cara ox-diagnostic~ervice.-. --L- ~~,;fi,,=~~~~icultie6for the ~:~mm~itybL~od ~ed~ers
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The Subcommitteeunderstm~e that Lhe Agency inclu&d this
prohibitionnot to ptevent coinmunicyblood centersfrom aperating
as both a health care entity an well.as a wholesaler, but rather
to uddress praacicee by certainphysiciariewho were abus>ng the
cxisei.ng s3y9temm Specifically,both the DepartWnt of Justice
and the EW had determinedthat therewere practitioner
operdi.ngaa health care enci~ieetha~ wexa pwckahg tigs at a
d.iecountand re~dli.ngthc~, rather than using them to treat
patieucs.

The Subconlmitteeunderstand tbac che FDA i.ntendn to addrem
this issue in order co avoid disrupting cho uupplyof bioloqics
Bold aa prescriptiondrug8 to individualssuch :IBhemophiliac
and individualswith co~promisedautoimmunesystem. The
Subcommitteewill work wj.thYOU to resolvethis iasuQ so ~aC
importantserviceeare not dwmpted.
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cc: The HonorableDan Schaefer


